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Confirmation Received from MHLW That QRX003 Qualifies for Both Orphan Drug Designation and Fast Track Regulatory Review Status

Quoin Initiating the Establishment of a Japanese Subsidiary to Facilitate Self-Commercialization of QRX003 in Japan, if Approved

Orphan Drug Designation Previously Granted by Both the U.S. Food and Drug Administration (FDA) and the European Medicines (EMA) Agency in
2025

ASHBURN, Va., Jan. 27, 2026 (GLOBE NEWSWIRE) -- Quoin Pharmaceuticals Ltd. (NASDAQ: QNRX) (“Quoin” or the “Company”), a late
clinical-stage specialty pharmaceutical company focused on rare and orphan diseases, today announced that following a successful meeting with the
Japanese MHLW that it has submitted an application for Orphan Drug Designation (ODD) for its lead product candidate, QRX003, for the treatment of
Netherton Syndrome. At the meeting, the MHLW confirmed that QRX003 qualifies for both ODD and Fast Track regulatory review in Japan. If granted,
QRX003 will have ODD status in Quoin’s three core commercial territories of the US, EU and Japan.

The MHLW’s Orphan Drug Designation program provides orphan status to therapies intended for the treatment, diagnosis, or prevention of rare
diseases that affect fewer than 50,000 people in Japan. This designation provides certain benefits, including R&D subsidies, tax credits for qualified
clinical testing, reduction of MHLW application fees, priority review and ten years of market exclusivity, if approved. QRX003 is on track to potentially
become the first approved treatment for Netherton Syndrome.

“Following a successful meeting with MHLW, we are optimistic that QRX003 will be granted ODD status in Japan. We are also pleased to learn that
MHLW has confirmed QRX003 will also qualify for Fast Track regulatory review status in Japan,” said Dr. Michael Myers, CEO of Quoin
Pharmaceuticals. “We are moving forward with our plans to establish our own commercial infrastructure in Japan, which is one of three core territories
for QRX003 and our other pipeline products. Quoin remains steadfastly committed to completing the clinical development of QRX003 with a high
degree of urgency on behalf of patients and families living with this devastating disease.”

QRX003 lotion (4%) is being evaluated in two late-stage whole body pivotal clinical trials for Netherton Syndrome. Enrollment in both pivotal studies is
expected to be completed in 1H 2026, top-line data is anticipated in the second half of 2026, and NDA submission is planned later in the year or early
2027. In 2025, QRX003 was granted Orphan Drug Designation for the treatment of Netherton Syndrome by both the U.S. Food and Drug
Administration (FDA) and the European Medicines Agency (EMA).

About Quoin Pharmaceuticals Ltd.

Quoin Pharmaceuticals Ltd. is a late clinical-stage specialty pharmaceutical company focused on developing and commercializing therapeutic
products that treat rare and orphan diseases. We are committed to addressing unmet medical needs for patients, their families, communities and care
teams. Quoin’s innovative pipeline comprises several products in development that collectively have the potential to target a broad number of rare and
orphan indications, including Netherton Syndrome, Peeling Skin Syndrome, Palmoplantar Keratoderma, Scleroderma, Microcystic Lymphatic
Malformations, Venous Malformations, Angiofibroma and others. For more information, visit: www.quoinpharma.com or LinkedIn for updates.

Cautionary Note Regarding Forward Looking Statements

The Company cautions that statements in this press release that are not a description of historical facts are forward-looking statements within the
meaning of the Private Securities Litigation Reform Act of 1995. Forward-looking statements may be identified by the use of words referencing future
events or circumstances such as “expect,” “intend,” “plan,” “anticipate,” “believe,” “look forward to,” and “will,” among others. All statements that reflect
the Company’s expectations, assumptions, projections, beliefs, or opinions about the future, other than statements of historical fact, are forward-
looking statements, including, without limitation, statements relating to: establishing a subsidiary in Japan to facilitate self-commercialization of
QRX003 if approved, the ODD application for QRX003 submitted in Japan for the treatment of Netherton Syndrome, the benefits of receiving orphan
status under the MHLW’s Orphan Drug Designation program, QRX003 being on track to become the first approved treatment for Netherton Syndrome,
QRX003 being granted ODD status in Japan, QRX003 qualifying for Fast track regulatory review status in Japan, moving forward with plans to
establish Quoin’s own commercial infrastructure in Japan, completing the clinical development of QRX003 with a high degree of urgency on behalf of
patients and families living with the disease, enrollment in two late-stage whole body pivotal clinical trials of QRX003 lotion (4%) for Netherton
Syndrome being completed in 1H 2026, top-line data being anticipated in the second half of 2026, NDA submission being planned later in the year or
early 2027, and Quoin’s products in development collectively having the potential to target a broad number of rare and orphan indications, including
Netherton Syndrome, Peeling Skin Syndrome, Palmoplantar Keratoderma, Scleroderma, Microcystic Lymphatic Malformations, Venous
Malformations, Angiofibroma and others. Because such statements are subject to risks and uncertainties, actual results may differ materially from
those expressed or implied by such forward-looking statements. These forward-looking statements are based upon the Company’s current
expectations and involve assumptions that may never materialize or may prove to be incorrect. Actual results and the timing of events could differ
materially from those anticipated in such forward-looking statements as a result of various risks and uncertainties including, but not limited to, the
Company’s ability to pursue its regulatory strategy; the Company’s ability to obtain regulatory approvals for commercialization of product candidates or
to comply with ongoing regulatory requirements; the Company’s ability to complete clinical trials on time and achieve desired results and benefits as
expected; and other factors discussed in the Company’s Annual Report on Form 10-K for the year ended December 31, 2024 and in other filings the
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Company has made and may make with the SEC in the future. One should not place undue reliance on these forward-looking statements, which
speak only as of the date on which they were made. The Company undertakes no obligation to update such statements to reflect events that occur or
circumstances that exist after the date on which they were made, except as may be required by law.

For further information, contact:

Quoin Pharmaceuticals Ltd.
Michael Myers, Ph.D., CEO
mmyers@quoinpharma.com

Investor Relations
PCG Advisory
Jeff Ramson
jramson@pcgadvisory.com
(646) 863-6341

https://www.globenewswire.com/Tracker?data=mxDHn-AxkEVAyTLqCb_muH9XRAwagT3deIb3Cx5xng2J9d2KyKfz6c00wrWpCevupaKveTUZeBziSoVoDMXuIrHWnYZKAtYwnCx791YQtXz6Qe7UicAtfLlnkijdj0qbs1X9-CMP_JjAeGcxRYYHy-rBVBwvW1nuvVPT18q14MfDvdmnheLIBfZicLUzr6b4UoNwPMS2OQtr3cJDqsaF9-6DKKrgRI_rrlgEWAQwoh-4hz0IssOJsKykSSOzWDTV-Frp98mxCjS_RjsSQaYr9Ao4SPkbEw9GY-Neqkc-a2ktROuCpPJpcnXQ1iCie_CgjdBFDDGzjhmWIeMZDBmkvMMsiYcoorWhLEqeJdLfVn1nHtt0Y8lH-PiBPWbaaTpeqfzpBv1K14nqfSG7KEvPgGZ5A_HGNcp6j8CPS7TKgQCn0ZDbl9WnLjazPUMEhcY2P1ZRdemmA-D2zh9EetOhf4WLAXYN9Ee8i2EOyfKkOLP6ZTXgEjGDRhfIJchGhJJPe2U6s6nPqqTaedMQn7puV4KiUUqUauoe7SfTIJzfwG0cbSWaTPpnb0FhHC84H3-GX8ZdOZ1PQD_B8TJIYz4MyYgsBmbhPXnuZMZ88p1f2n2YI-5-8gCb5gdlEncZpzR27tyeJdH7GwC2wFFDFNloN_cz0o90AlpnmtWfybhCLV5W2ANQ3IwkIeFYP9iE5nQtiLvr4--oTuCNGRnRAsltHeYZ73FfV_cK3N0-nWixiOGtgzorgrZtoMBc5sdf364CqYqZ0P8AT_SFlnG7BwDMSGRCwV5j0148A5k9Ad787AtiHcZi8y8kI0fmsJ295tlUu7q0QzzlnC8KuQmxWETeRBvJfzGORTvMHGf9GyLJ6FLkeyz4BRElE6QK5HTvDw90sv5Vd6wACw-m-lbP2h_0gbWfO7IkAQvwKZT7FJsIXhWR85FZssLRlLQgPJrK2Nkh5zPi2DuXBpdLRTUuUJNInNs6pRieareLCuqnxkbnhMLW3LilfQ61YJtWlNcq1YQg2NQPFMDTxgszE5jae1A_ZOFRsnZEMzCC_vvfLKTxachOeqea79Ozt1owMaR6H8MT94zm5KhGI7NedYGVyHI-XScfvdUyA2pc6oV7ZT0cJs0L_bWvGeV5YmhRwi9D094H8Gci8a-RYIA_JSiq1bHZdtEce4AKORhwjdaj7n2zFRLS5y-yXUcr19ZSTN3-U6Ry
https://www.globenewswire.com/Tracker?data=LnLVsw7RGvZqbFlbSmyG_z4aHSnpY2GeCS9gfJqgE2Kq4hN3XVUvl-5FkFgZDilkDTMU7hFg2kDdxYBuSbNsxnZqTYvJoRmQ2z3B95nMWvQEpldkno3YsuXzncvi9jf8cfXOeTvQlCEOw3Iyi78Oq_0UXPhkJNa7Ejru2QersVYW0cRJMZ0c6gCKXlbVUCO5g6urNciDodkOobLDH4FYb18AMfUVnEMX2n7zQ--3Seccft-fbi28htSnZmBMC23TddyGCI8JZKEOZG1TzVlehXe0OVLl5cutHgKpD7T_I6CYqJaJBftSc-MyY4ojmn8uEewU4tnxiXPHOgbDlKDds7PmbZFJmvuck60VbBBXt74yLdC_Xa4vuxFnBVwDvHcl-ci1NW1Aduun_TOuOkcMcsTthltsjstrgnsUytHE6sJueWYgPHiLxBMbdZIPscU_Hm_cG4paXK9zT-6fYStVq37mQpA9wav3FsVUvSKA2RVcquyE42wgsNsH13wOEK62fI7eMK7r5CagqUAIN2sxoSDL01n-3sLxm598OTrChTtyTye33cD12VTYD4mAMnIKWBV48Z1rsuEGBySDvSRy_ZwOD1kxbZXR9UYlarMK9ZvUFIqiYlemYMyah8WNQhsRsSg0-GholN3UPKqR3Gt64JY8iVPUgruo7dt70svoenz17sUqku4CAb40WhVRLjSyLMSgi8fqYXBxWUwNdzzMkMFKlZAhw_eXmcPA8vZlqHD9HoQU8CSlnHgksf5QdGUu0u8Cy3Q2yPYAeNXYSE22p5evj9g5zn2xCB8mTlkvp0Q=

